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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Status 

1)^ Responsive to communication(s) filed on 22 June 2006 . 
2a)Q This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in'condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 
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4) S Claim(s) 1-21 is/are pending in the application. 
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6) ^ Claim(s) 1-21 is/are rejected. 
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9) D The specification is objected to by the Examiner. 
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DETAILED ACTION 

1 . The examiner acknowledges the amendments received 22 June 2006. Claims 1- 
21 are pending. 



Claim Objections 

2. Claim 9 is objected to because of the following informalities: it recites the 
limitation "the rest-indicating sensor" in lines 1-2. This statement lacks antecedent 
basis. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Applicant's arguments, see "Remarks," filed 22 June 2006, with respect to the 
rejection of claims 1-21 under Park (U.S. 6,881 ,192) in view of Katz et al (U.S. 
6,580,944), in regards to the common ownership of the Park reference, have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. 
However, upon further consideration, a new ground(s) of rejection is made in view of 
Yamanishiet al (U.S. 5,385,144) and Bourgeois et al (U.S. 6,126,611). 

5. Claims 1-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yamanishi et al (U.S. 5,385,144) in view of Bourgeois et al (U.S. 6,126,61 1). Regarding 
claims 1, 8 and 13-14, Yamanishi discloses (col. 1, lines 48-65) "a respiration diagnosis 
apparatus which can, by means of an extremely simple device, either extract 
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information to distinguish between obstructive apnea and central apnea or automatically 
perform such differentiation." The respiration diagnosis apparatus employs the 
information that "the nature of this change in the base line during obstructive apnea is 
different from that during normal respiration, either automatically differentiates between 
obstructive apnea and central apnea or extracts information (the amount of change in 
the base line) to allow performance of such differentiation. In addition, based on this 
pulse wave signal, the apparatus measures the level of arterial blood oxygen saturation, 
and based on this measurement differentiates between normal respiration and apnea." 
The examiner considers this to be a sleep apnea detector to detect when a patient is 
experiencing an episode of sleep apnea and to differentiate between central sleep 
apnea and obstructive sleep apnea based on a measured signal. Yamanishi fails to 
disclose sensing circuitry to sense whether a patient is at rest, further being operative to 
sense cardiac electrical activity. Bourgeois et al however discloses (col. 3, lines 7-8) a 
device that "detects low cardiac rates as an indication of resting." The device utilizes an 
input/output circuit (col. 4, lines 1-6) that "contains the operating input and output analog 
circuits for digital controlling and timing circuits necessary for the detection of electrical 
signals derived from the heart, such as the cardiac electrogram." Yamanishi and 
Bourgeois both disclose systems for diagnosing sleep apnea based on recorded 
physiological signals. Therefore it would have been obvious to one of ordinary skill in 
the art at the time of the invention to modify Yamanishi's central versus obstructive 
apnea diagnosis system with Bourgeois' cardiac electrogram in order to provide a 
further physiological parameter for diagnosis confirmation. 
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6. Regarding claims 2, 4-5, 9-10 and 15, Bourgeois discloses (col. 5, lines 65-67) "if 
the pulse generator has an activity sensor, switching can automatically occur if body 
activity less than a pre-determined threshold or minute ventilation indicative of sleep is 
detected for a predetermined time, e.g. 10 seconds." The examiner considers this to be 
a device including an activity sensor and a minute ventilation sensor. 

7. Regarding claim 3, Yamanishi in view of Bourgeois discloses the claimed 
invention but does not disclose expressly the accelerometer. It would have been an 
obvious matter of design choice to a person of ordinary skill in the art to modify the 
activity sensor as taught by Bourgeois, with the accelerometer, because the applicant 
has not disclosed the accelerometer provides an advantage, is used for a particular 
purpose, or solves a stated problem. One of ordinary skill in the art, furthermore, would 
have expected the applicant's invention to perform equally well with the heart activity 
sensor as taught by Bourgeois, because this sensor is capable of determining whether 
the patient is at rest. Therefore, it would have been an obvious matter of design choice 
to modify Yamanishi in view of Bourgeois to obtain the invention as specified in the 
claim. 

8. Regarding claims 6, 1 1 and 20, Yamanishi discloses (col. 1, lines 66-68; col. 2, 
lines 1-7) "when obstructive apnea is present, due to the movement of the thorax, 
internal thoracic pressure changes considerably during attempted respiration, which 
appears as a sharp change in the base line of the pulse wave signal. In other words, 
since the waveform of the changed pulse wave signal base line differs from that present 
normal respiration, obstructive apnea may be distinguished from central apnea by 
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detecting the change in the amplitude and/or waveform of the base line of the pulse 
wave signal." The examiner considers this to be a sleep apnea detector uses amplitude 
modulation of intracardiac electrogram waveforms to differentiate between the central 
sleep apnea and the obstructive sleep apnea. 

9. Regarding claims 7, 12 and 16, Bourgeois discloses (col. 3, lines 51-56) a pulse 
generator (Figure 2) for pacing the heart in response to detection of a sleep apnea. 
Yamanishi in view of Bourgeois provides a pulse generator that administers different 
pacing therapies depending on whether central or obstructive apnea is detected. 

10. Regarding claims 17-18 and 21, in view of the structure as disclosed by 
Yamanishi and Bourgeois, the method of operating or using the device would be 
obvious because it is the normal and logical means by which the device can be used. 

11. Regarding claim 19, Bourgeois discloses (col. 6, lines 5-9) "in an alternative 
arrangement, the mode switch is triggered when arterial or venus oxygen saturation 
drops below a predetermined level in the absence of any minute ventilation. This 
predetermined level could be a fixed level or a combination of oxygen saturation decay 
and a set level." The examiner considers this to be monitoring an oxygen-related 
parameter. 

Conclusion 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Malamud whose telephone number is (571) 
272-2106. The examiner can normally be reached on Monday-Friday, 9.00am-5.30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571)272-6996. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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